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6) ^ Claim(s) 1-12 is/are rejected. 
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Application Papers 
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DETAILED ACTION 
Acknowledgments 

1. This office action is in reference to the applicant's reply filed 3/2/06. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1 and 3-5 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Kousai et al (4874372). Kousai teaches a breast implant injector device having a hollow 
cylinder (11) having opposed open filling and injection ends (Fig 8-10) with the injection 
end having a narrower diameter than the opposed filing end (Fig 8-10), the cylinder 
having an elongated slot (Fig 11, 14) extending from the injection end to the opposed 
filling end (Fig 11, 14), an elongated plunger (2, 3) capable of passing through the 
interior of the cylinder (1 1 ; Fig 8-10) and having a flattened end, being defined as the 
proximal end of syringe (2), to provide sufficient surface area to push an implant, being 
the contents of syringe (2) through the cylinder, and an outwards abutment surface, 
being defined as the slope from the narrow diameter portion of (1 1) to the larger 
diameter portion on the filing end (Fig 8) that is adjacent to the filling end surface (Fig 8) 
to provide a surface onto which increased finger pressure can be applied. 

4. Claims 6 and 7 are rejected under 35 U.S.C. 102(b) as being anticipated by Ash 
et al (4408902). Ash et al teaches a combination of a breast implant injector device (1 0) 



A 
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and an unfilled breast implant, defined as the portion of (22) located in the musculature 
side (28) below the dacron cuff (24; Fig 6) and shown to be positioned in the interior of a 
hollow cylinder (10) during injection (Fig 5), containing a fill tube (22) extending 
therefrom, the combination including a hollow cylinder (10) having opposed open ends 
(Fig 5), including a filling end and an injection end (Fig 5), the breast Implant lying (Fig 
5) within the hollow cylinder with the fill tube (22) extending from the interior of the said 
hollow cylinder through an elongated slot that extends from the injection end to the 
opposed filling end (12; Fig 5). The Examiner takes the position that an unfilled breast 
implant as recited can be any unfilled Implant that is disposed within a breast. 
Therefore, the portion of (22) located on the musculature side (28) below the dacron 
cuff (24; Fig 6) can be considered by one of ordinary skill in the art at the time the 
invention was made as being an unfilled breast implant because it is capable of being 
implanted in a breast and it is capable of being filled with fluid by injecting fluid into fill 
tube (22). The Examiner suggests that the Applicant further define the breast implant to 
include limitations recited in the specification such as being a fixed or changeable- 
volume sac-like silicone rubber structure in order to distinguish over prior art. It is 
noted, that it appears that the features upon which Applicant relies (i.e., a specific 
structure and size of an unfilled breast implant) are not recited in the rejected claim(s). 
Although the claims are interpreted in light of the specification, limitations from the 
specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181 , 26 
USPQ2d 1057 (Fed. Cir. 1993). 
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Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) wliich forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention Is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ash et al 
in view of Kousai et al. Ash et al discloses the invention substantially as claimed except 
for the injection end being of a narrower diameter than the filling end. Kousai et al 
teaches that it is known to have the injection end being of a narrow diameter than the 
filling end for the purpose of providing tighter contact with the inner cannula (col 4, In 
30-34) for a smaller incision. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify the hollow cylinder as taught by 
Ash et al with the injection end being of a narrow diameter than the filling end as taught 
by Kousai et al for the purpose of providing tighter contact with the inner cannula (col 4, 
In 30-34) for a smaller incision. 

7. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ash et al 
in view of Kousai et al. Ash et al discloses the invention substantially as claimed except 
for an outward abutment surface adjacent to the filing end. Kousai et al teaches that it 
is known to have an outward abutment surface (see discussion above) for the purpose 
of providing tighter contact with the inner cannula (col 4, In 30-34) for a smaller incision. 
It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the hollow cylinder as taught by Ash et al with the 
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outward abutment surface formed by the transition between the narrow diameter 
injection end to the larger diameter filing end as taught by Kousai et al for the purpose 
of providing tighter contact with the inner cannula (col 4, In 30-34) for a smaller incision. 

8. Claims 10 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ash et al in view of Kousai et al. Ash et al discloses the invention substantially as 
claimed except for an elongated plunger capable of passing through the interior of the 
cylinder and having a flattened end. Kousai et al teaches that it is known to have an 
elongated plunger (2, 3) capable of passing through the interior of the cylinder (1 1 ; Fig 
8-10) and having a flattened end, being defined as the proximal end of syringe (2), for 
the purpose of providing sufficient surface area to push an implant, being the contents 
of syringe (2), through the cylinder. It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify the injection device as 
taught by Ash et al with the plunger with a flattened end as taught by Kousai et al for the 
purpose of purpose of providing sufficient surface area to push an implant through the 
hollow cylinder. 

9. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ash et al 
in view of Roser (6102896). Ash et al discloses the invention substantially as claimed 
except for enclosing the breast implant and cylinder in a sanitary package. Roser 
teaches that it is known to have a sterile package enclosing a medical injection device 
for the purpose of controlling the spread of disease and limiting the patient from being 
contaminated (background). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify the breast implant device as taught 



Application/Control Number: 10/789,030 Page 6 

Art Unit: 3767 

by Ash et al with the sterile packaging as taught by Roser for the purpose of controlling 
the spread of disease and limiting the patient from being contaminated. 

Allowable Subject Matter 

10. Claim 13 is allowed. 

11. No prior art of record could be found to teach or suggest the subject matter of 
independent claim 13. The subject matter not found was structure recited in the method 
comprising an injector device having a hollow cylinder with an elongated slot extending 
from the injection end towards the filling end and an unfilled breast implant that fits 
within the hollow cylinder with a fill tube extending from the interior of the hollow cylinder 
through the elongated slot in combination with the other elements, or steps, in the claim. 

Response to Arguments 

12. Applicant's arguments with respect to claims 6-12 have been considered but are 
moot in view of the new ground(s) of rejection. 

13. Applicant's arguments filed 3/2/2006 regarding claims 1 and 3-5 being rejected 
under 35 U.S.C. 102(b) as being anticipated by Kousai et al (4874372) have been fully 
considered but they are not persuasive. 

14. The Applicant argues that the presence of "breast implant" in the preamble not 
only gives meaning to the claimed elements, but is essential to pointing out that the 
device is to be used for breast implants. The preamble clearly requires that the claimed 
element, "a hollow cylinder", be dimensioned and configured to receive a breast implant. 
(REMARKS, pg 2, paragraph 2-3). 
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15. In response to applicant's arguments, the recitation "breast implant injector 
device" has not been given patentable weight because the recitation occurs in the 
preamble. A preamble Is generally not accorded any patentable weight where it merely 
recites the purpose of a process or the intended use of a structure, and where the body 
of the claim does not depend on the preamble for completeness but, instead, the 
process steps or structural limitations are able to stand alone. See In re Hirao, 535 
F.2d 67, 190 USPQ 15 (CCPA 1976) and Kropa v. Robie, 187 F.2d 150, 152, 88 
USPQ 478, 481 (CCPA 1951). In the instant case, a recitation of the intended use of 
the claimed invention must result in a structural difference between the claimed 
invention and the prior art in order to patentably distinguish the claimed invention from 
the prior art. If the prior art structure is capable of perfomiing the intended use, then it 
meets the claim. The argument that the hollow cylinder of Kousai cannot receive a 
breast implant is non-persuasive because breast implants are known to vary in size (le 
- A cup to C cup and a breast implant can also be any implant that resides in the 
breast) and Kousai is known to have a diameter dimensioned for implantation (ie - 12G 
to 16G, or .729 in - .663 in, see col 4, In 33). Thus, Kousai can receive a breast implant 
and Is capable of functioning as a breast implant introducer as claimed. It is noted, that 
it appears that the features upon which applicant relies (i.e., a specific structure and 
size of a breast implant) are not recited in the rejected claim(s). Although the claims are 
interpreted in light of the specification, limitations from the specification are not read into 
the claims. See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 
16. 
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Conclusion 



Any inquiry concerning tills communication or earlier communications from the 
examiner sliould be directed to Andrew M. Gilbert whose telephone number is (571) 
272-7216. The examiner can normally be reached on 8:30 am to 5:00 pm Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status Information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more Information about the PAIR system, see http://pair-dlrect.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Andrew Gilbert 



KEVIN SIRMONS 
PRIMARY EXAMINER 




